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Section III 

Independent claim 69, due to the wording "a process for treating mammalian blood 
...for giving to a patient in a medical procedure", "opening the door ...to give the 
conditioned charge to a patient", implies therapeutical and surgical steps to the living 
human body and as such no IPEA shall be required to carry out an international 
preliminary examination in view of Rule 67.1 (iv) PCT. 

Moreover, claim 69 and claims 70 to 78 dependent therefrom have not been searched 
in view of Rule 39.1 (iv) PCT. 

Section IV 

Independent claims 1, 31 and 39 specify an apparatus/cabinet for conditioning 
mammalian blood with the special technical feature when compared with the closest 
prior art US-A-5 466 229, of a control system coupled to the door lock to lock the door 
before the blood charge is conditioned. 

Independent claim 50 specifies a flask assembly for use in an apparatus for 
conditioning mammalian blood with the special technical features of a probe having 
three lumens and a pair of gas connectors. 

The special technical feature of claims 1 , 31 and 39 is nowhere to be found in claim 50, 
contrary to the requirement of Rule 13.2 PCT. 

The two groups of claims (Group A= claims 1,31, 39, Group B= claim 50) are therefore 
not so linked as to form a single general inventive concept (Rule 13.1 PCT). 

Section V 

US-A-5 466 229 (=D1) discloses an apparatus/cabinet for conditioning mammalian 
blood comprising all the features of the apparatus specified in the preamble of claims 1 , 
31 and 39. 

The subject-matter of claims 1 , 31 and 39 differs from the disclosure of D1 in that: i) the 
apparatus further comprises a control system operable upon closing the door to lock 
the door and then automatically condition the charge, deliver the conditioned charge to 
the receiver and unlock the door (claim 1), in that ii) the cabinet further comprises a 
control system coupled to the door lock that senses the condition of the door, 
establishes that the flask is securely positioned in the cabinet and that the door is 
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locked before conditioning starts (claims 31 and 39). 

The above mentioned distinguishing features solve the problem of contamination and 
spillage of the mammalian blood and prevent contact of the blood with the operator in 
an non-obvious way. 

The subject-matter of claims 1 , 31 and 39 is therefore conforming with the 
requirements of Art. 33 (2), (3) PCT. 

US-A-3 946 731 (=D2) discloses a flask assembly for use in an apparatus having a 
cabinet made to receive the flask assembly for conditioning mammalian blood, the flask 
assembly comprising all the features of the flask assembly specified in the preamble of 
claim 50. 

The subject-matter of claim 50 differs from the disclosure of D2 in that the flask 
assembly further comprises a probe having three lumens and a pair of gas connectors. 
The above mentioned distinguishing features solve the problem of conditioning the 
mammalian blood in the flask assembly and of preparing the conditioned charge for use 
in an non-obvious way. 

The subject-matter of claim 50 is therefore conforming with the requirements of Art. 33 
(2), (3) PCT. 

Claims 2-30 are dependent on claim 1, claims 32-38,79-81 are dependent on claim 31 , 
claims 40-49 are dependent on claim 39 and claims 51-68 are dependent on claim 50 
and as such also meet the requirements of the PCT with respect to novelty and 
inventive step. 

Section VII 

The features of the claims are not provided with reference signs placed in parentheses 
(Rule 6.2(b) PCT). 

Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art 
disclosed in the documents US-A-5 466 229 (=D1) and US-A-3 946 731 (=D2) is not 
mentioned in the description, nor are these documents identified therein. 

The description is not in conformity with the claims as required by Rule 5.1(a)(iii) PCT. 
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SUBSTITUTE CLAIMS 

1. Apparatus for conditioning mammalian blood for subsequent use in a 
medical procedure, the apparatus including: 

a cabinet having a secure environment and a door providing the only access 
to the secure environment; 

an input system for transporting a blood charge from a source to the 
cabinet; 

a flask removably contained in said secure environment and coupled to the 
input system to receive said charge; 

stressors coupled to the cabinet and positioned for operation to create a 
conditioned charge in the flask; 

an output system coupled to the flask and including a receiver for the 
conditioned charge; 

the apparatus being characterized by: 

a control system contained in the cabinet and operable upon closing the 
door to lock the door and to then automatically condition the charge and to cause 
the charge to move from the flask to the receiver, whereby a charge from the input 
system is conditioned and delivered to the receiver, the door is then unlocked and 
the conditioned charge is ready to be removed and used to complete the medical 
procedure. 

2. Apparatus as claimed in claim 1 in which the input system includes an 
input syringe operable to draw blood to form at least part of said charge, and input 
tubing connecting the input syringe to the flask to transport the charge into the 
flask. 

3. Apparatus as claimed in claim 2 in which the input tubing is thermoplastic 
tubing, and in which the cabinet includes a first heat sealer operable to seal and 
sever the input tubing, whereby the input syringe can be separated from the 
cabinet and flask for subsequent disposal. 
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position; 

a cavity extending downwardly from the top depression within the secure 
environment, the cavity being adapted to receive the flask; 
said cabinet being characterized by: 

a control system coupled to the door lock to sense the condition of the door 
to establish that the flask is securely positioned in the cabinet, and that the door is 
locked before the charge is conditioned. 

32. A cabinet as claimed in claim 3 1 and further including amount for a receiver 
which receives the conditioned charge from the flask, the mount being positioned in 
the front cavity. 

33. A cabinet as claimed in claim 32 and further including a knocker mounted 
adjacent said mount in the front cavity and positioned for striking the receiver 
repetitively to break up bubbles in the conditioned charge. 

34. A cabinet as claimed in claim 33 in which the knocker includes an impact 
tool mounted in the front cavity for striking the receiver from one side and a spring 
mounted in the cavity on the opposite side from the tool whereby when the tool 
impacts the receiver, the spring stores energy and rebounds to push the receiver 
towards the tool to start a new cycle. 

35. A cabinet as claimed in claim 34 in which the knocker is coupled to the 
control system to cause the knocker to rap the receiver at a frequency of about one 
Hertz. 

36. A cabinet as claimed in claim 3 1 and further including a mount in the front 
cavity for an output syringe which receives the conditioned charge from the flask, 
the syringe being held by the mount in the front cavity with the operator lowermost. 
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SUBSTITUTE CLAIMS 

37. A cabinet as claimed in claim 31 and further including an actuator in the 
front cavity for coupling to the operator to activate the output syringe to draw the 
conditioned charge into the syringe within the secure environment. 

38. A cabinet as claimed in claim 3 1 and further including at least one heat 
sealer mounted for operation in the secure environment when the door is closed to 
sever thermoplastic tubing used to make connections to and from the flask. 

39. A cabinet for use in conditioning mammalian blood for subsequent use in a 
medical procedure, a blood charge being conditioned in a flask and the cabinet 
having: 

a front; 
a top; 

a door hinged for movement between an open position and a closed position 
in which at least a portion of the front and a portion of the top are covered by the 
door to create a secure environment; 

a lock coupled to the cabinet and to the door to lock the door in the closed 
position; 

a cavity extending downwardly from the top wall within the secure 
environment, the caity being adapted to receive the flask; 
said cabinet being characterized by: 

a control system coupled to the door lock to sense the condition of the door 
to establish that the flask is securely positioned in the cabinet, and that the door is 
locked before the charge is conditioned. 

40. A cabinet as claimed in claim 39 and further including a mount for a receiver 
which receives the conditioned charge from the flask, the mount being positioned in 
the secure environment. 

41 . A cabinet as claimed in claim 40 and further including a knocker mounted 
adjacent said mount and positioned for striking the receiver repetitively to break 
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49. A cabinet as claimed in claim 39 and further comprising an ozone generator 
for receiving oxygen and converting at least some of the oxygen to ozone, and an 
ozone delivery system for coupling to the flask when the flask is in the cavity to 



50. A flask assembly for use in apparatus having a cabinet made to receive the 
flask assembly for conditioning mammalian blood, the flask assembly including: 

a flask in the form of an envelope defining a substantially enclosed volume 
and including a top and a bottom, the top having an access opening and an outlet; 

a connector assembly coupled to said top of the flask; 

said flask assembly being characterized by a probe extending from the 
connector assembly, through the access opening and having a top end and a leading 
end, the probe being sealed in the access opening and defining an input lumen for 
transporting the charge to the bottom of the flask, an output lumen for transporting 
conditioned charge from the bottom of the flask out of the flask, and a gas lumen for 
feeding gas into the flask to condition the charge when a charge is in the flask; 

the connector assembly including outlet tubing coupled to said outlet to lead 
spent gas out of the flask, and inlet tubing coupled to the gas lumen; 

a pair of gas connectors coupled to the platform and connected to the 
respective gas inlet tubing and to the gas outlet tubing to make gas connections 
when the flask assembly is mounted in the apparatus, whereby as the flask is 
engaged in the cabinet the gas connectors engage a gas supply system for 
conditioning said charge in the flask before removing the conditioned charge. 

51. A flask assembly as claimed in claim 50 in which said enclosed volume is in 
the order of about 70 times the volume of the charge to be entered into the flask. 

52. A flask assembly as claimed in claim 50 in which the flask is of low density 



bubble a mixture of ozone and oxygen into the charge to condition the charge. 
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3. This report contains indications relating to the following items: 
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Basis of the report 


II 
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Priority 


111 




Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


IV 




Lack of unity of invention 


V 




Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suporting such statement 


VI 
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Certain documents cited 


VII 




Certain defects in the international application 


VIII 
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Certain observations on the international application 
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Name and mailing address of the international Authorized officer 



preliminary examining authority: 




European Patent Office 
D-80298 Munich 
Tel. +49 89 2399 - 0 Tx: 523656 epmu d 



Fax: +49 89 2399 - 4465 



Telephone No. 449 89 2399 2388 



Louka, M 




Form PCT/IPEA/409 (cover sheet) (January 1994) 



h>. i ERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/CA00/01 078 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7)): 
Description, pages: 

1-19 as originally filed 



Claims, No.; 



4-30,31 (part),41 (part), 
42-48,52 (part), 
53-81 

1-3,31 (part),32-40, as received on 
41 (part),49-51, 
52 (part) 



as originally filed 



28/11/2001 with letter of 



26/11/2001 



Drawings, sheets: 

1/4-4/4 as received on 



01/11/2000 with letter of 



18/10/2000 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

. These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 



Form PCT/IPEA/409 (Boxes l-VHI, Sheet 1) (July 1998) 



lYi i ERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/CAOO/01078 



listing has been furnished. 



4. 



The amendments have resulted in the cancellation of: 



□ 
□ 
□ 



the description, 
the claims, 
the drawings, 



pages: 

Nos.: 

sheets: 



5. □ This report has been established as if (some of) the amendments had not been made, since they have been 
considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
H claims Nos. 69-78. 



EJ the said international application, or the said claims Nos. 69-78 relate to the following subject matter which 
does not require an international preliminary examination (specify): 
see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

IS no international search report has been established for the said claims Nos. 69-78. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 
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IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 

□ restricted the claims. 
EJ paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 1 3.1 , 1 3.2 and 1 3.3 is 

□ complied with. 

H not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: 

□ all parts. 

IS the parts relating to claims Nos. 1-68, 79-81. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 
Novelty (N) 

Inventive step (IS) 



Yes: Claims 1-68,79-81 

No: Claims 

Yes: Claims 1-68,79-81 

No: Claims 



Industrial applicability (IA) Yes: Claims 1-68,79-81 

No: Claims 



2. Citations and explanations 
see separate sheet 



VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 
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□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 
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□ filed together with the international application in computer readable form. 
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see separate sheet 
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locked before conditioning starts (claims 31 and 39). 

The above mentioned distinguishing features solve the problem of contamination and 
spillage of the mammalian blood and prevent contact of the blood with the operator in 
an non-obvious way. 

The subject-matter of claims 1 , 31 and 39 is therefore conforming with the 
requirements of Art. 33 (2), (3) PCT. 

US-A-3 946 731 (=D2) discloses a flask assembly for use in an apparatus having a 
cabinet made to receive the flask assembly for conditioning mammalian blood, the flask 
assembly comprising all the features of the flask assembly specified in the preamble of 
claim 50. 

The subject-matter of claim 50 differs from the disclosure of D2 in that the flask 
assembly further comprises a probe having three lumens and a pair of gas connectors. 
The above mentioned distinguishing features solve the problem of conditioning the 
mammalian blood in the flask assembly and of preparing the conditioned charge for use 
in an non-obvious way. 

The subject-matter of claim 50 is therefore conforming with the requirements of Art. 33 
(2), (3) PCT. 

Claims 2-30 are dependent on claim 1 , claims 32-38,79-81 are dependent on claim 31 , 
claims 40-49 are dependent on claim 39 and claims 51-68 are dependent on claim 50 
and as such also meet the requirements of the PCT with respect to novelty and 
inventive step. 



Section VII 

The features of the claims are not provided with reference signs placed in parentheses 
(Rule 6.2(b) PCT). 

Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art 
disclosed in the documents US-A-5 466 229 (=D1) and US-A-3 946 731 (=D2) is not 
mentioned in the description, nor are these documents identified therein. 

The description is not in conformity with the claims as required by Rule 5.1(a)(iii) PCT. 
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1. Apparatus for conditioning mammalian blood for subsequent use in a 
medical procedure, the apparatus including: 
a cabinet having a secure environment and a door providing the only 
access to the secure environment; 

an input system for transporting a blood charge from a source to the 
cabinet; 

a flask removably contained in said secure environment and coupled to the 
input system to receive said charge; 

stressors coupled to the cabinet and positioned for operation to create a 
conditioned charge in the flask; 

an output system coupled to the flask and including a receiver for the 
conditioned charge; and 

a control system contained in the cabinet and operable upon closing the 
door to lock the door and to then automatically condition the charge and to cause 
the charge to move from the flask to the receiver, whereby a charge from the 
input system is conditioned and delivered to the receiver, the door is then 
unlocked and the conditioned charge is ready to be removed and used to complete 
the medical procedure. 



2. Apparatus as claimed in claim 1 in which the input system includes an 
input syringe operable to draw blood to form at least part of said charge, and 
input tubing connecting the input syringe to the flask to transport the charge into 
the flask. 



3. Apparatus as claimed in claim 2 in which the input tubing is thermoplastic 
tubing, and in which the cabinet includes a first heat sealer operable to seal and 
sever the input tubing, whereby the input syringe can be separated from the 
cabinet and flask for subsequent disposal 
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position; 

a cavity extending downwardly from the top depression within the secure 
environment, the cavity being adapted to receive the flask; and 

a control system coupled to the door lock to sense the condition of the 
door to establish thai the flask is securely positioned in the cabinet, and that the 
door is locked before the charge is conditioned. 

32. A cabinet as claimed in claim 3 1 and further including a mount for a 
receiver which receives the conditioned charge from the flask, the mount being 
positioned in the front cavity. 

33. A cabinet as claimed in claim 32 and further including a knocker mounted 
adjacent said mount in the front cavity and positioned for striking the receiver 
repetitively to break up bubbles in the conditioned charge. 

34. A cabinet as claimed in claim 33 in which the knocker includes an impact 
tool mounted in the front cavity for striking the receiver from one side and a 
spring mounted in the cavity on the opposite side from the tool whereby when the 
tool impacts the receiver, the spring stores energy and rebounds to push the 
receiver towards the tool to start a new cycle. 

35. A cabinet as claimed in claim 34 in which the knocker is coupled to the 
control system to cause the knocker to rap the receiver at a frequency of about 
one Hertz. 

36. A cabinet as claimed in claim 31 and further including a mount in the front 
cavity for an output syringe which receives the conditioned charge from the flask, 
the syringe being held by the mount in the front cavity with the operator 
lowermost. 
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37. A cabinet as claimed in claim 3 1 and further including an actuator in the 
front cavity for coupling to the operator to activate the output syringe to draw the 
conditioned charge into the syringe within the secure environment. 

38. . A cabinet as claimed in claim 3 1 and further including at least one heat 
sealer mounted for operation in the secure environment when the door is closed 
to sever thermoplastic tubing used to make connections to and from the flask. 

39. A cabinet for use in conditioning mammalian blood for subsequent use in 
a medical procedure, a blood charge being conditioned in a flask and the cabinet 
having: 

a front; 
a top; 

a door hinged for movement between an open position and a closed 
position in which at least a portion of the front and a portion of the top are 
covered by the door to create a secure environment; 

a lock coupled to the cabinet and to the door to lock the door in the closed 
position; 

a cavity extending downwardly from the top wall within the secure 
environment, the cavity being adapted to receive the flask; and 

a control system coupled to the door lock to sense the condition of the 
door to establish that the flask is securely positioned in the cabinet, and that the 
door is locked before the charge is conditioned. 

40. A cabinet as claimed in claim 39 and further including a mount for a 
receiver which receives the conditioned charge from the flask, the mount being 
positioned in the secure environment. 

41. A cabinet as cl aim ed in claim 40 and further including a knocker mounted 
adjacent said mount and positioned for striking the receiver repetitively to break 
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49. A cabinet as claimed in claim 39 and further comprising an ozone 
generator for receiving oxygen and converting at least some of the oxygen to 
ozone, and an ozone delivery system for coupling to the flask when the flask is in 
the cavity to bubble a mixture of ozone and oxygen into the charge to condition 
the charge. 

50. A fla sk assembly for use in apparatus having a cabinet made to receive the 
flask assembly for conditioning mammalian blood, the flask assembly including: 

a flask in the form of an envelope defining a substantially enclosed volume 
and including a top and a bottom, the top having an zccess opening and an oudet; 

a connector assembly coupled to said top of the flask; 

a probe extending from the connector assembly, through the access 
opening and having a top end and a leading end, the probe being sealed in the 
access opening and defining an input lumen for transporting the charge to the 
bottom of the flask, an output lumen for transporting conditioned charge from 
the bottom of the flask out of the flask, and a gas lumen for fee din g gas into the 
flask to condition the charge when a charge is in the flask; 

the connector assembly including outlet tubing coupled to said oudet to 
lead spent gas out of the flask, and inlet tubing coupled to the gas lumen; 

a pair of gas connectors coupled to the platform and connected to the 
respective gas inlet tubing and to the gas oudet tubing to make gas connections 
when the flask assembly is mounted in the apparatus, whereby as the flask is 
engaged in the cabinet the gas connectors engage a gas supply system for 
conditioning said charge in the flask before removing the conditioned charge. 

51. A flask assembly as claimed in claim 50 in which said enclosed volume is in 
the order of about 70 rimes the volume of the charge to be entered into the flask. 

52. A flask assembly as claimed in claim 50 in which the flask is of low density 
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